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DETAILED ACTION 

Response to Election 

1 . Claims 50-90 are presently pending in this application. Claims 1-29 have been 
canceled. 

2. Applicant's election with traverse of Group I in the reply filed on 09/17/2008 is 
acknowledged. The examiner accepts the proposed Groups presented by the 
applicant. 

3. Claims 68-90 are withdrawn from further consideration pursuant to 37 CFR 

1 .142(b) as being drawn to a nonelected Group, there being no allowable generic or 
linking claim. . 

Claim Rejections - 35 USC §112 

4. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

5. Claim 55 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

6. Claim 55, line 5 recites the limitation "a substantially uniform cross-section", and 
lines 6-7 recite "the uniform bore portion". It is unclear what is meant by a "uniform" 
cross-section and "uniform" bore. Uniform in what manner? 
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Claim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

2. Claims 50-58 and 62-63 are rejected under 35 U.S.C. 1 02(b) as being 
anticipated by Newberg (6491283). 

Regarding Claim 50, Newberg discloses a valve (Fig. 9) comprising a body 10, 
100 (Fig. 9) having first 103 (Fig. 9) and second open 32 (Fig. 9) ends and a 
passageway 1 1 (Fig. 9) for fluid between the ends, the first end 103 including a first 
coupling means 1 05 (Fig. 1 , col. 6, lines 30-36) for sealingly connecting the body 1 0, 
100 about an opening (not shown, col. 6, lines 30-36) of a first external device (not 
shown) and a seal 21 , 84 (Fig. 9) blocking an open area 20 (Fig. 1 ) of the first end 1 03, 
the valve further including a seal displacement means (74, 130, and piston in 
combination, see labeled Fig. 9 below) movable within the body so as to interrupt the 
seal 21 , 84 permitting fluid to pass along the passageway 1 1 between the ends 103, 32, 
the coupling means 105 and the seal presenting a sterilisable mating surface for 
sealingly mating with a mating surface about the opening in the first external device (col. 
6, lines 30-36), wherein the seal 21 , 84 is formed between a first plastics portion 84 
movable by the seal displacement means 74, 130 and a second plastics portion 21 
disposed about the open area of the first end 103 of the valve, 
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wherein the second plastic portion 21 has a protruding sharp rim (Fig. 9) and the 
first plastic portion 84 of the seal has a curved surface area (Fig. 9) so that when the 
valve is in the closed position, the sharp rim (of 21) engages the curved surface area 
and displaces a portion of the curved surface area thereby elastically deforming the 
materials of the sharp rim and the curved surface area to seal the opening of the valve. 




FIG. 9 
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Regarding Claim 51 , Newberg discloses the engagement of the sharp rim 21 with 
the curved surface area occurs during a linear motion of the sharp rim 21 relative to the 
curved surface area. 

Regarding Claim 52, Newberg discloses the first plastic portion 84 is integrally 
formed (Fig. 9) with the seal displacement means 74, 130. 

Regarding Claim 53, Newberg discloses the first plastic portion 84 is provided by 
a plastic plug 74 integrally formed (Fig. 9) with the seal displacement means 74,130. 

Regarding Claim 54, Newberg discloses the second plastic portion is integrally 
formed with the body of the valve (col. 15, lines 5-7). 

Regarding Claim 55, as best understood, Newberg discloses the second plastic 
portion 21 comprises a wall defining a bore portion (see labeled Fig. 9 above) having a 
cross-section converging towards the first end 103 of the valve which in turn leads to a 
wall defining a bore portion (best seen in labeled Fig. 3 below) having a substantially 
uniform cross-section which is located adjacent the first end 103 of the valve, the 
boundary between the wall defining the converging bore portion and the wall defining 
the uniform bore portion defining the sharp rim 21 , the first plastic portion 84 having a 
body portion 74 with a cross-section converging towards the first end 103 of the valve 
and leading to an end portion with a uniform cross-section, the end portion being 
adjacent the first end 130 of the valve in use and a transitional surface between the 
external surface of the body portion 100 and the external surface of the end portion of 
the first plastic portion 84 defining the curved surface area so that when the opening of 
the valve is sealed the sharp rim 21 engages the curved surface area and displaces a 
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portion of the curved surface area thereby elastically deforming the materials of the 
sharp rim 21 and the curved surface area. 




FIG. 3 

Regarding Claim 56, Newberg discloses the curved surface area (of plug 74) has 
a predetermined radius (Fig. 9). 

Regarding Claim 57, Newberg discloses the second end 32 of the body 10, 100 
comprises a second coupling means 34 (Fig. 1, col. 7, lines 20-22) with a mating 
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surface for sealingly connecting the body about an opening of a second external device 
(not shown). 

Regarding Claim 58, Newberg discloses the distance between the mating 
surfaces of the first 105 and the second 34 coupling means remains unchanged during 
movement of the seal displacement means 74, 130 within the body 10, 100 between 
open and closed positions of the valve. 

Regarding Claim 62, Newberg discloses the body comprises a hollow housing 10 
(Fig. 9) extending between the first 130 and the second open ends 32. 

Regarding Claim 63, Newberg discloses the seal displacement means comprises 
a piston (see labeled Fig. 9 above) slidably movable within the housing, the piston 
having the first plastic portion 74 formed at the top end thereof. 

Claim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

4. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
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not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

5. Claims 61 and 64-66 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Newberg (6491283) in view of Jougla (6237639). 

Regarding Claims 61 and 64-65, Newberg discloses the invention as essentially 
claimed, except for means for displaying to a user the actuation state of the valve, an 
operating means having an actuator externally mounted on the body and movable 
between a first and a second end position, the actuator being linked with the seal 
displacement means so that movement of the actuator between the first and the second 
end positions causes the seal displacement means to translate along the passageway 
between open and closed positions, and wherein the actuator is linked with the seal 
displacement means via a cam pair. 

Jougla teaches an operating means 9 having an actuator 10 externally mounted 
on a body 1 and movable between a first and a second end position, the actuator 10 
being linked with a seal displacement means 13 so that movement of the actuator 10 
between the first and the second end positions causes the seal displacement means to 
translate along a passageway between open and closed positions, wherein the actuator 
10 is linked with the seal displacement means 13 via a cam, and wherein the actuator 
10 position displays to the user the actuation state of the valve (based on the relative 
position of the actuator 10 to its overall stroke), for the purpose of providing a coupling 



Application/Control Number: 1 0/566,61 1 Page 9 

Art Unit: 3753 

and drive means that is simple in structure (col. 2, lines 16-17) yet ensures the reliability 
of the valve movement (col. 2, lines 51-52). 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to modify Newberg's invention to include an operating means 
having an actuator externally mounted on the body and movable between a first and a 
second end position, the actuator being linked with the seal displacement means so that 
movement of the actuator between the first and the second end positions causes the 
seal displacement means to translate along the passageway between open and closed 
positions, wherein the actuator is linked with the seal displacement means via a cam 
pair, and wherein the actuator position displays to the use the actuation state of the 
valve, as taught by Jougla, for the purpose of providing a coupling and drive means that 
is simple in structure yet ensures the reliability of the valve movement. 

Regarding Claim 66, Newberg discloses the invention as essentially claimed, 
except for at least one guide element is provided in the valve to prevent rotational 
motion of the seal displacement means and to permit the seal displacement means to 
move only linearly in the passageway. 

Jougla teaches two guide elements 20 provided in the valve to prevent rotational 
motion of the seal displacement means 13 and to permit the seal displacement means 
13 to move only linearly in the passageway, for the purpose of ensuring reliable valve 
movement (col. 2, lines 51-56). 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to modify Newberg's invention to include at least one guide 
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element is provided in the valve to prevent rotational motion of the seal displacement 
means and to permit the seal displacement means to move only linearly in the 
passageway, as taught by Jougla, for the purpose of ensuring reliable valve movement. 

6. Claims 50 and 59-65 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Leipold et al. (WO 03/090842) in view of Trumbower et al. (7370673). 

Regarding Claim 50, Leipold et al. disclose a valve 100 (Fig. 1a) comprising a 
body 2 (Fig. 1a) having first 2L (Fig. 1a) and second 2p (Fig. 1a) open ends and a 
passageway (Fig. 1a) for fluid between the ends, the first end 2L including a first 
coupling means (Fig. 2a) for sealingly connecting the body 2 about an opening 4c (Fig. 
1a) of a first external device 4 (Fig. 1a) and a seal 2a (Fig. 1a) blocking an open area of 
the first end 2L which in use is placeable in register with the opening 4c of the external 
device 4, the valve further including a seal displacement means 1 (Fig. 1a) movable 
within the body 2 so as to interrupt the seal 2a permitting fluid to pass along the 
passageway between the ends, the coupling means and the seal 2a presenting a 
sterilisable mating surface 12 (Fig. 1a) for sealingly mating with a mating surface 13 
(Fig. a1) about the opening 4c in the first external device 4, wherein the seal 2a is 
formed between a first plastics portion 1f (Fig. 1i) movable by the seal displacement 
means 1 and a second plastics portion disposed 2b about the open area of the first end 
of the valve100. 

However, Leipold et al. fail to disclose one of the plastic portions has a protruding 
sharp rim and the other plastics portion of the seal has a curved surface area so that 
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when the valve is in the closed position, the sharp rim engages the curved surface area 
and displaces a portion of the curved surface area thereby elastically deforming the 
materials of the sharp rim and the curved surface area to seal the opening of the valve. 

Trumbower et al. teach a valve member portion 619 has a protruding sharp rim 
689 (Fig. 16a) and another plastics portion of a seal 642 (Fig. 19a) has a curved surface 
area (best seen in Figs. 18, 18a) so that when the valve is in the closed position, the 
sharp rim 689 engages the curved surface area 642 and displaces a portion of the 
curved surface area thereby elastically deforming the materials of the sharp rim and the 
curved surface area to seal the opening of the valve, for the purpose of eliminating 
misalignment of the valve member 619 relative to the opening, wherein the curved 
surface 642 acts as a guide to center the valve member. 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to modify Leipold's invention such that one of the plastic portions 
has a protruding sharp rim and the other plastics portion of the seal has a curved 
surface area so that when the valve is in the closed position, the sharp rim engages the 
curved surface area and displaces a portion of the curved surface area thereby 
elastically deforming the materials of the sharp rim and the curved surface area to seal 
the opening of the valve, as taught by Trumbower et al., for the purpose of eliminating 
misalignment of the valve member relative to the opening, wherein the curved surface 
acts as a guide to center the valve member. 
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Regarding Claim 59, Leipold et al. disclose the seal displacement means 1 
travels at least partially outside of the second end 2p of the body 2 on actuation of the 
valve 100. 

Regarding Claim 60, Leipold et al. disclose the displacement means 1 comprise 
first 1f (Fig. 1i) and second ends 110 (Fig. 1i), the first end 1f comprising the first plastic 
portion and the second end 110 comprising a coupling means for sealingly connecting 
the displacement means 1 about an opening of a second external device (not shown). 

Regarding Claim 61 , Leipold et al. disclose means 2r (Fig. 1d) for displaying to a 
user the actuation state of the valve 1 00. 

Regarding Claim 62, Leipold et al. disclose the body 2 comprises a hollow 
housing 2i (Fig. 1a) extending between the first 2L and the second 2p open ends. 

Regarding Claim 63, Leipold et al. disclose the seal displacement means 1 
comprises a piston (Fig. 1a) slidably movable within the housing 2, the piston having the 
first plastic portion 1f formed at one end thereof. 

Regarding Claim 64, Leipold et al. disclose an operating means having an 
actuator 50 (Fig. 10b) externally mounted on the body 2 and movable between a first 
and a second end position, the actuator 50 being linked with the seal displacement 
means 1 so that movement of the actuator 50 between the first and the second end 
positions causes the seal displacement means 1 to translate along the passageway 
between open and closed positions. 

Regarding Claim 65, Leipold et al. disclose the actuator 50 is linked with the seal 
displacement means 1 via a cam pair 50c (Fig. 10b). 
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7. Claim 67 is rejected under 35 U.S.C. 103(a) as being unpatentable over Leipold 
et al. (WO 03/090842) in view of Trumbower et al. (7370673) further in view of Astier 
(1387446). 

Regarding Claim 67, Leipold et al. in view of Trumbower et al. disclose the 
invention as essentially claimed, except for a seal provided at both the first and the 
second open ends of the body, each seal having a seal displacement means movably 
disposed within the passageway of the body so that the first and/or second ends may 
be sealed or opened. 

Astier teaches a seal 9 (Fig. 1) provided at both a first and second open ends 15 
(Fig. 1 ) of a body 1 (Fig. 1 ), each seal 9 having a seal displacement means 6 (Fig. 1 ) 
movably disposed within the passageway (Fig. 1 ) of the body 1 so that the first and 
second ends 15 may be sealed or opened for the purpose of ensuring tight closing of 
the apparatus since any escape of the fluid is successively opposed by the two sealed 
ends (col. 2, lines 82-85). 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to modify Leipold et al.'s invention in view of Trumbower et al. such 
that a seal is provided at both the first and the second open ends of the body, each seal 
having a seal displacement means movably disposed within the passageway of the 
body so that the first and/or second ends may be sealed or opened, as taught by Astier, 
for the purpose of ensuring tight closing of the apparatus since any escape of the fluid is 
successively opposed by the two sealed ends. 
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Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MARINA TIETJEN whose telephone number is (571) 
270-5422. The examiner can normally be reached on Mon-Thurs, 9:00AM-5:00PM 
EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, GREG HUSON can be reached on (571) 272-4887. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/John Rivell/ 

Primary Examiner, Art Unit 3753 

/M. J.I 

Examiner, Art Unit 3753 



